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March 10, 1998

Dr. Elizabeth Yetley
Director of the Office of Special Nutritional
Division of Programs and Enforcement Policy
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 C Street HFS-455
Washington, D.C. 20204

Dear Dr. Yetley:

Notice is hereby given pursuant to the requirements of Section 403(r) (6)(21 U.S.C. 343(r)(6) of the
Federal Food, Drug and Cosmetic Act of statements of nutritional support which have been made on
the label and/or in the labeling in connection with the marketing of the dietary supplement FAMILY
ESSENTIALSTM WITH REFERENCE TO ANY CLAIM CONCERNING GINKGO BILOBA. FAMILY
ESSENTIALSm WITH REFERENCE TO ANY CLAIM CONCERNING GINKGO BILOBA was first
marketed with these statements of nutritional supporl on Friday, March 6, 1998. The statements of
nutritional support are as follows:

“Ginkgo Biloba is perhaps the best documented herb for improved circulation to the brain and the body’s
extremities.
“Ginkgo Bi/oba the leading herb for improved mental function and vascular circulation”.

The Ginkgo Bi/oba (Ialiu name: Ginkgo Bi/oba)herb is an ancient tree species that has survived in China for
over 200 million years. Although medicinally used since 2800 BC, it was only in the last 20 years that the
Iewes of Ginkgo t3i/oba were found to have many beneficial effects on the body’s circulatory system.

Ginkgo Biloba is perhaps the best researched of all the herbs. The beneficial effects of Ginkgo Biloba are
attributed to a combination of principal ingredients known ,asginkgo flavo glycosides and triterpene Iactones.
This Family EssentialsTMfor Active Seniors multivitamin contains the same standardization level for these
ingredients as those used in scientific studies. Most scientific studies of the Ginkgo Biloba standardized herbal
extract focus on its use in improving blood flow to the brain and to the body’s peripheral arteries. Such
healthy blood circulation supports memory function and improved mobility in the legs.

Very truly yours,
. MASON VITAMINS, INC.
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Sonia C. Rodriguez
VP Marketing & Regulatory Affairs
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STUDIES FOR GINKGO B/LOBA CLAIMS

Bauer U., “6 Month Double-blind Randomized Clinical Trial of Ginkgo Bifoba Extract versus Placebo in

Two Parallel Groups in Patients Suffering from Peripheral Arterial Insuftlciency” Arvzeim-Forth.lDrug
Res.; 34 (1)
No 6, 1984.

Halama VP., et al. “Cerebral Insufficiency –A Placebo controlled, Randomized, Double Blinded Study
on the Effect of Ginkgo Biloba Extract” Fortschr. Med.; 106/19, 54-60, 1988.

Voberg G., Clin. Triati 22:149-157,1985.

Mancini M., et al., R Gaz Med Ital.; 152:69-80, 1991.

Maier Hauf K., “LI-1370 After Cerebral Aneurysm Surgery: Activity in Ambulatory Patients with
Cerebral Insufficiency” Muench.lfed Wochenschr.;133, Suppl. 1, S34-S37, 1991.

Hofferberth B., “Effect of Ginkgo Biloba on Nuerophysiological and Psychometric Measurement Results
in Patients with Cerebro-organic Syndrome” Arzneimittel-Forschung/Dmg Res., 39:918-922, 1989.

Eckmann F., “Treatment of Cerebral Insuftlciency with Ginkgo Biloba Extract “Fortschr. Med. 108/29
67-70, 1990.

Jung F., et al, “Effect of Ginkgo Biloba on Fluidity of Blood and Peripheral Microcirculation in
Volunteers” Arzneimittel-ForschungDrug Res.; 40:589-593,1990.

Bulling B., Von Bary S., “Treatment of Chronic Peripheral Arterial Occlusive Disease with Physical
Training and Ginkogo biloba Extract 761” Med Welt.; 42(8) 702-708, 1991.

Kleijnen J., Knipschild P., “Ginkgo Biloba for Cerebral Insufficiency” Br. L Clin. Pharmacol. 34:352-
358, 1992.

Kade F., Miller W., “Dose/dependent Effects of Ginkgo Biloba Extract on Cerebral, Mental and
Physical Efficiency-A Placebo controlled Double Blinded Study” Br. J. Clin. Res.; 4:97-103, 1993.

Mouren X, et al. “Study of the Antiischemic Action of Egb 761 in the Treatment of Peripheral Arterial
Occlusive Disease by TcP02 Determination” Angiology; 45/6, 413-417,1994.

Blume J., et al. ‘Tlacebo controlled Double blinded Study on the Eftlcacy of Ginkgo Biloba Extract Egb
761 in Trained Patients Suffering from Intermittent Claudication” VASA; 25/3, 265-274, 1996.

“Phospholipid breakdown and choline release under hypoxic conditions: inhibition by bilobalide, a
constituent of Ginkgo Biloba Klein, J., Chatterjee, S. S., LdTelholz, K. EIsevier Science -1997347-350

“A Placebo-Controlled, Double-blind, Randomized Trial of an Extract Ginkgo Biloba for Dementia” Le
Bars, P. L., Katz, M.M., Berman, N JAMA - The Journal of the America] Medical Assoc. October 1997
1327-1332

“Effects of Ginkgo Biloba Extract on Cerebral Functional Activity” Pidoux, B 314-320



March 10, 1998
Page 3

STUDIES FOR GZNKGO BZLOBA CLAIMS

“The effects of chronic, oral Ginkgo Biloba extract administration on neurotransmitter receptor binding
in young and aged Fisher 344 rats” Taylor, J.E. Eurot& L$d @ 1985

“Effects of Ginkgo Biloba extract (GBE) on the acute phase of cerebral ischemia due to embolisms”
Cahn, J.
Eurotext Ltd @ 1985

“Behavioral effects of Ginkgo 13iloba extract” Continella G., Drago, F. Eurotext Ltd 01985

“Effects of Ginkgo Biloba extract on two types of cerebral edema” Borz.eix, M.G. Eurotext Ltd 01985

“Some in vitro and in vivo actions of an extract of Ginkgo Bifoba (GBE 761)”: DeFeudis, F. V., Auguet,
M., Delaflotte, S. EurotextLtd01985 17-29

“Doubleblind and comparative (Ghzkgo Biloba versus placebo) therapeutic stucy in geriatric patients
with primary degenerative dementia - a preliminary evaluation” Weitbrecht, W.V. , Jansen, W.
Eurotext Ltd Q 198591-99

“6-Month Double-blind Randomised Clinical Trial of Ginkgo Biloba Extract versus Placebo in Two
Parallel Groups in Patients Suffering from Peripheral Arterial Insufficiency” Bauer, U.

“Activity of Ginkgo Biloba Extract on Short-Term Memory” Hindmarch, L 321-326


